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DETAILED ACTION 

1 . This office action is in response to application no. 10/562302 filed on 12/22/2005. 



Double Patenting 

2. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g.. In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Longi, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) or 1 .321 (d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

3. Claim(s) 27 - 33, 36 - 38, 41 - 43, 47 - 54, 57 - 59, 62 and 63 are provisionally 
rejected on the ground of nonstatutory double patenting over claim(s) 21 , 22, 26 - 29, 
31, 34, 35, 38-40 and 42 of copending Application No. 10/562109. This is a 
provisional double patenting rejection since the conflicting claims have not yet been 
patented. 

The subject matter claimed in the instant application is fully disclosed in the 
referenced copending application and would be covered by any patent granted on that 
copending application since the referenced copending application and the instant 
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application are claiming common subject matter, as follows: Both inventions are 
directed toward pressure detection of diastolic heart failure. 

Furthermore, there is no apparent reason why applicant would be prevented from 
presenting claims corresponding to those of the instant application in the other 
copending application. See In re Schneller, 397 F.2d 350, 158 USPQ 210 (CCPA 
1968). See also MPEP § 804. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351 (a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claim(s) 27 - 33, 36 - 38, 41 - 43, 47 - 54, 57 - 59, 62 and 63 are rejected 
under 35 U.S.C. 102(e) as being anticipated by Baumann et al. (US 6,876,881, herein 
Baumann). 

Baumann defines pulse pressure as the difference between peak systolic aortic 
pressure and end-diastolic aortic pressure. The examiner is interpreting a pressure 
measuring unit to comprise algorithms that operate on transient changes in atrial cycle 
length or ventricular cycle length to measure pulse pressure. Also, a pressure 
transducer may be disposed on a right or left ventricular pacing lead for determining 
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end-diastolic or end-systolic pressure as taught by Baumann. Baseline aortic pressure 
provides a reference value for a comparison with a comparator for determining an 
optimum paced site that provides a maximum increase in aortic pressure over the 
baseline aortic pressure. Baumann teaches hemodynamic performance is reflected in a 
patient's pulse pressure and that pacing can be used to improve the hemodynamics in 
congestive heart failure patients. Based on the hemodynamic performance obtained 
from the pressure comparisons, the diastolic heart failure state of the heart is 
determined. 

With regard to claim{s) 27 and 48, Baumann discloses an Implantable medical 
apparatus for detecting diastolic heart failure (DHF) comprising: a sensor adapted to 
interact with a heart to obtain information associated with functioning of the heart; and a 
DHF determining device supplied with said information that detects a DHF state of the 
heart from said information by determining, as a DHF parameter, a time duration of a 
predetermined phase of diastole of the heart (Abstract). 

Regarding claim(s) 28 and 49, Baumann discloses wherein said DHF 
determining device comprises a comparator, microprocessor 2A, capable of comparing 
said time duration with an upper limit value and a lower limit value to obtain a 
comparison result, said comparison result being indicative of said DHF state (Fig. 1). 

With regard to claim(s) 29 and 50, Baumann inherently discloses wherein said 
DHF determining device comprises a calculating unit that calculates, from said 
information from said sensor, said time duration, as a time from an occurrence of peak 
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blood flow velocity through the mitral valve of the heart to a time of occurrence of zero 
blood flow velocity through the mitral valve of the heart (Abstract). 

Regarding claim(s) 30 and 51, Baumann discloses wherein said calculating unit 
determines said time duration by extrapolating said mitral blood flow velocity to zero, if 
an actual occurrence of zero blood flow velocity through the mitral valve does not occur 
before an atrial contraction of the heart (Abstract). 

With regard to claim(s) 31 and 52, Baumann inherently discloses wherein said 
calculating unit extrapolates the blood flow velocity to zero by determining a time 
derivative of blood flow velocity through the mitral valve shortly after said occurrence of 
said peak blood flow velocity through the mitral valve (Abstract). 

Regarding claim(s) 32 and 53, Baumann inherently discloses wherein said 
sensor senses an lEGM signal from the heart, and wherein said calculating unit 
calculates the time of occurrence of said peak blood flow velocity through the mitral 
valve to the time of occurrence of zero blood flow velocity through the mitral valve from 
said lEGM (Col. 6, Lines 30 - 35). 

With regard to claim(s) 33 and 54, Baumann discloses wherein said sensor is an 
impedance sensor that senses an impedance of the heart, and wherein said calculating 
unit calculates the time from the occurrence of said peak blood flow velocity through the 
mitral valve to zero blood flow velocity through the mitral valve from said impedance 
(Col. 2, Lines 42-45). 
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Regarding claim(s) 36 and 57, Baumann discloses wherein said DHF 
determining device comprises a calculating unit that calculates, as said time duration, 
and isovolumic relaxation time (IVRT) from said information from said sensor (Abstract). 

With regard to claim(s) 37 and 58, Baumann inherently discloses wherein said 
sensor detects an lEGM from the heart, and wherein said calculating unit determines 
said IVRT from said lEGM (Col. 6, Lines 30 - 35). 

Regarding claim(s) 38 and 59, Baumann discloses wherein said sensor is an 
impedance sensor that measures an impedance of the heart, and wherein said 
calculating unit calculates said IVRT from said impedance (Col. 2, Lines 42 - 45). 

With regard to claim(s) 41 and 62, Baumann discloses wherein said DHF 
determining device determines said time duration, delays, respectively at predetermined 

time intervals, thereby obtaining a plurality of time durations, and comprises a memory 
in which said plurality of time durations are stored (Abstract, Fig. 2). 

Regarding claim 42, Baumann inherently discloses wherein said DHF 
determining device determines said time duration respectively at a plurality of 
predetermined time intervals, delays, and comprises a comparator, microprocessor 24, 
capable of comparing each of said time durations to an upper limit value to identify a 
first plurality of time durations above said upper limit value and respective first 
magnitudes of respective deviations of said first plurality of time durations from said 
upper limit value, and a second plurality of time durations below said lower limit value 
and second magnitudes of deviations of said second plurality of time durations from 
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said lower limit value, and comprises a memory in which said first plurality of time 
durations, said first magnitudes, said second plurality of time durations, and said second 
magnitudes are stored (Fig. 1, 2; Abstract). 

With regard to claim(s) 43 and 63, Baumann inherently discloses wherein said 
DHF determining device determines said time duration at a plurality of different times, 
and determines changes in the respective time durations determined at said different 
times, and comprises a memory in which said changes are stored, adjust AV delay and 
interventricular delay to achieve optimum hemodynamic performance (Abstract). 

Regarding claim 46, Baumann wherein said DHF determining device determines 
said time duration at respectively different times and detects a change in said time 
duration detected at respectively different times, and comprises a comparator that 
compares said change to a predetermined threshold value, and an alerting unit that 
emits a humanly perceptible alert if said change exceeds said predetermined threshold 
value, adjust AV delay and interventricular delay to achieve optimum hemodynamic 
performance (Abstract). 

With regard to claim 47, Baumann discloses an implantable cardiac pacemal<er 
comprising: a pulse generator, 26, that emits stimulation pulses; an electrode system, 
14, adapted to interact with the heart of a subject to deliver said stimulation pulses to 
the heart in a pacing therapy regimen, a sensor adapted to interact with a heart to 
obtain information associated with functioning of the heart, 18 and 22, and a DHF 
determining device supplied with said information that detects a DHF state of the heart 



Application/Control Number: 10/562,302 Page 8 

Art Unit: 3766 

from said information by determining, as a DHF parameter, a time duration, delay, of a 
predetermined pinase of diastole of the heart; and a control unit, microprocessor 24, 
connected to said DHF determining device and to said pulse generator, said control 
device controlling said pulse generator to modify said pacing therapy regimen 
dependent on said DHF parameter (Abstract, Fig. 1). 



Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the phor art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

8. Claim(s) 34, 35, 39, 40, 55, 56, 60 and 61 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Baumann et al. (US 6,876,881, herein Baumann) in view 
of Sale et al (US 5,334,222, herein Salo). 

Baumann fails to disclose the use of an accelerometer to detect an activity signal 



of a patient. 
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Salo teaches the use of an accelerometer to detect an activity signal of a patient 
(Col. 2, Lines 55-59). 

9. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of using an accelerometer to detect an activity signal of a 
patient. Thus, it would have been obvious to a person having ordinary skill in the art at 
the time of the invention to modify Baumann to include an accelerometer as taught by 
Salo, since accelerometers provide a compact efficient means by which activity signals 
may be monitored. 

10. Claim(s) 44 and 45 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Baumann et al. (US 6,876,881, herein Baumann) in view of Paul at al. (US 
5,814,088, herein Paul). 

Baumann fails to disclose an alerting unit that emits a humanly perceptible alert. 
However, Paul discloses an alerting unit that emits a humanly perceptible alert 
(Col. 2, Lines 13-32). 

11. A person of ordinary skill in the art, upon reading the reference, would have 
recognized the desirability of utilizing an alerting unit to achieve notification of a patient 
of an alert situation. Thus, it would have been obvious to a person having ordinary skill 
in the art at the time of the invention to modify Baumann to include an alerting unit as 
taught by Paul, since notifying a patient of a problem can aid in the correction of that 
issue and potentially improve the patient's quality of life. 
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Conclusion 

1 2. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. See PTO-892 form. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to LUTHER G. BEHRINGER whose telephone number is 
(571 )270-3868. The examiner can normally be reached on Mon - Thurs 8:00 - 5:30; 
2nd Friday 8:00 - 4:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Carl Layno can be reached on (571) 272-4949. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Carl H. Layno/ 

Supervisory Patent Examiner, Art Unit 3766 

/Luther G Behringer/ 
Examiner, Art Unit 3766 
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